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CEPTU®UKAT AHAIIN3A
ANALYTICAL REPORT

Ne :014

Datefflata :07.08.2021

Mpoayxr: TpeHTan®, TabneTku, NOKPLITLIE KULEYHOPACTBOPUMON NNEHOYHO oboro4kon, 100 Mr, Ne15x4.
Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.

GMID NO: 769798

Homep peructpauuonHoro yaoctoeepenus / Marketing authorization Number : N014228/01
¥Ycnoeus xpaHenus / Storage conditions: B cyxom mecTe npu Temnepatype He soile 25 °C./ Ina dry place at

temperature not above 25 *C. .

Homep cepuu [arta npoussopcTea

Batch number 1NAD014 Manufacturing date 07/2021

Otgen . [oaer o

Department Pharmaceuticals Expiry date 06/2025

Pasmep napTum [MonyyeHo

Batch size 21,00,000 Tabs. Received on 27.07.2021

MNMokaszarenu: PesynwTaTthi: HopMbi:
TESTS RESULTS SPECIFICATION

Cnucanve Kpyrnble gBOAKOBLINYKIbIE Kpyrnele ABosiKoBLINyKNLIe TaBneTku,
TabneTk, NoKpiThie 0BONOYKOH nokpeiTeie 0bonoykol Genoro LseTa
Genoro LeeTa

Description

White, round biconvex, film-coated
tablets

White, round biconvex, film-coated tablets

Bua Tabnetky Ha nanome CooTeeTCcTBYET Ha nanome BUAHO siapo GENoro Ny rodTy
Benoro yeera.

Appearance of tablet in break Complies White or almost white core is seen in

CpeagHsa macca Tabnetok 178,6 mr gr:::;iﬂﬂ mMacca TabneTok oT 165 o185 mr

Average weight 178,6 mg 165 ~ 185 mg

O,E\HOpOAHOCTb no mMacce

172,3 | 1834 | 1815 | 1766

183,0 | 1771 | 177,6 | 1742

He meHee 30% Tabnetok He Bonee +7,5%
OT CPeAHEr0 3HaYeHMA Macck! TabrneTok
He 6onee 10% Tabnetok He Gonee +15%
OT CPeaHEro 3Ha4YeHWA Macckl TabneTok

Uniformity of weight Not less than 80 % of tablets — not more
182,68 | 180.2 | 181,2 | 183,1 | than + 7.5 % of average tablet weight. Not
more than 10 % of fablets — not more than
i .

1799 | 1754 | 1783 | 172.9 + 15 % of average tablet weight.
172,4 | 183,1 | 174,3 | 1827
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Mpopykr: TpeHTan®, TAGAETKX, NOKPLITHIE KULLEYHOPACTBOPUMON MNeHOYHOR oBonoykoil, 100 Mr, Ne15x4.
p

Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.

Homep cepun / Batch No. 1INA0O014

MokasaTternu: Pesynerarbi: Hopmbi:
TESTS RESULTS SPECIFICATION

PacnapaeMocTb:

Disintegration test:

1) 0,1 M pacTBOp KMCNQTH CooTeeTcTBYET 1) Tabnetkn He AON¥HEI PACcadaThes B

XNOPUCTOROACPOAHOR TeJYeHue 2 4acos

In 0,1 M HCI Complies Should not disintegrate for 2 hours

2) Bycbep, pH=6,8 09 MuHyT 2) TaBneTku pOMKHE! pacnagaTbCs He
bonee yem 3a 60 muHyT

In buffer pH 6,8 09 mins. Max. 60 mins.

[MoanuHHOCTE:

Identification of:

TTenTOKCUDUNAWHA CooteeTcTBYET BenwuuHa Ri ocHosHOro natHa (okone 0,5)
Ha XpomMaTorpaMmmMe WChbITYeMOoro
pacreopa [oM¥Ha COCTBETCTEOBATL
BenuuuHe Ri nsiTHa Ha xpomaTtorpamme
CTaHpapTHoro pactecpa (sti).

Rf value of major spot (about 0.5) in

Pentoxifylline Complies chromatogram of test solution corresponds
to Ry value of the spot in chromatogram of
reference standard (sti).

TwuTaHa guoxcuaa CooTBeTCTBYET PacTBop OKpallMBasTCa B KPAcHLIA UBeT.

Titanium Dioxide Solution turns red.

Complies

KonudvecTBeHHOE onpeneneHne

neHTokeuunmHa
Content of Pentoxifylline

99,7 Mr neHToKCUtbUIIMHE B
ogHoW TabneTtke
99,7 mg/ Avg. wt. of tab.

Ot 95,0 mMr go 105,0 mr neHTokendmwnnuua
B ofHOW TabneTke
95,0 to 105,0 mg / Avg. wt. of tab.

MocTopoHukre npumect (TCX):

Related products (TLC);

— nioBoi HenaeHTUhULEMPOBAHHON < 0,3% He Gonee 0,3%
npumecu

Any unidentified by-product < 0,3% Max. 0,3%

— CymMMmapHoe cogepxaHve npumeceil < 0,5% He Bonee 0,5%
Sum of all by-products < 0,5% Max. 0,5%
PacTeopenue:

Dissolution test:

cragua A {0,1 M pacTeop kMcroTsl 0,0% He bonee 10%
XNOPHUCTOBOAOPOAHOMH), Hepes 2 u.

Acid stage (A), after 2 hours 0,0% Max. 10%
ctanus B (Bydep, pH=6,8), yepes 45 96,4% He mexee 70% (Q)
MVH.

Buffer stage (B), after 45 mins. 96,4% Min. 70% (Q)
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MpogykT: TpeHTan®, TabneTku, NOKPbITLIE KULLEYHOPACTBOPUMON MAeHoYHOM oBono4dkoit, 100 mr, Ne15x4.

Product: Trental®, enteric film-coated tablets 100 mg, Ne15x4.

Homep cepun / Batch No. 1TNA0014

Mokaszatenu: PesyneTtatel: Hopmei:
TESTS RESULTS SPECIFICATION
Mwukpobuonorvyeckas yicToTa:
Microbiological purity:
— AapobHble Baktepun <10/r <10%r
Aerobic bacteria < 10/g <10%g
— [posxokeBble U NnecHeBbie rpubbl < 10/r <10%/r
Yeasts and molds < 10/g <10%/g
- E. coli OTcyTtcTBYeT/I OTcyTcTRYET/T
E. coli Absent/g Absent/g
Packaging and labelling” Comply Must confirm Rus ND

API
Pentoxifylline BP

Actual Manufacturer in the batch
Zentiva Private Limited, Plot No.
3501 to 3515, 6301 t0 6313 & 16
meter road/c, GIDC Estate,
Ankleshwar-393002,

Dist. Bharuch- India.

API| Manufacturer must be:

Zentiva Private Limited, Plot No. 3501 to
3515, 6301 to 6313 & 16 meter road/c,
GIDC Estate, Ankleshwar-393002, Dist.
Bharuch- India.

REMARKS: I hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

*It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative
Document specification currently registered in Russian Federation (Labelling is in full compliance with the last

approved version of packaging and leaflet artworks. Packaging is in full compliance with the Normative Document
specification and variable information is located in corresponding fields’).

ZENTIVA PRIVATE LIMITED
Plot No.3501 to 3515, 6301 to

T @Mwar godzosy 63138 16 Meter Road/C, GIDC

MOJITHCh, OTIIEN KOUTPOJIs KAuECTBAState, Ankleshwar-393002.
AUTHORISED SIGNATORY, QUALITY CONTROL

OpobpeHo k Beinycky / Approved for release:

R. S. Trivedi
damMuIs 0TBETCTBEHHOIO
Name of Authorized Signatory

[leuats
Company Stamp
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